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4a) Of the above claim(s) 95,98 and 100-104 is/are withdrawn from consideration. 
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DETAILED ACTION 

This office action is in response to applicant's reply filed on November 26, 

2008. 

Status of Claims 

Cancellation of claims 77-92 and addition of new claims 93-1 1 1 is 
acknowledged. 

Claims 93-1 1 1 are currently pending and are the subject of this office 

action. 

The following species are currently under examination: compound D3.008 
(which is free of prior art), elected by applicant in the reply filed on May 13, 2008; 
and Lupanine (CAS # 550-90-3), selected by the Examiner as the next species 
examined in an expanded search in the Office Action dated August 29, 2008. 

The combined set of claims that read on one or both species, and as a 
consequence are under examination are: 93-94, 96-97, 99 and 1 05-1 1 1 . 

Claims 95, 98, and 100-104 are withdrawn from consideration because 
they don't read on the elected invention and/or on any of the two species being 
examined. 

Priority 

The present application is a 371 of PCT/EP04/1 1645 filed on 10/152004. 
Should applicant desire to obtain the benefit of foreign priority under 35 
U.S.C. 119(a)-(d) prior to declaration of an interference, a certified English 
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translation of the foreign application must be submitted in reply to this action. 37 
CFR 41.154(b) and 41.202(e). 

Failure to provide a certified translation may result in no benefit being 
accorded for the non-English application. 

Rejections and/or Objections and Response to Arguments 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either 
reiterated (Maintained Rejections and/or Objections) or newly applied (New 
Rejections and/or Objections, Necessitated by Amendment or New Rejections 
and/or Objections not Necessitated by Amendment). They constitute the 
complete set presently being applied to the instant application. 

Claim Rejections - 35 USC §112 (New Rejection Necessitated by 
Amendment) 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 105, 108 and 111 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims 105, 108 and 1 1 1 recite a composition "which is adapted for use". 
The instant specification provides no clear definition of the phrase "which is 
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adapted for use", and since the term is appended to an otherwise already definite 
phrase ("pharmaceutical composition"), its modifying function is unclear. 

Claim Rejections - 35 USC § 102 (new Rejection not necessitated by 
Amendment) 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claim 93 is rejected under 35 U.S.C. 102(b) as being anticipated by Tobin 
et. al. (US 3,121,043). 

Claim 93 recites a pharmaceutical or cosmetic composition comprising at 
least one of a pharmaceutically acceptable carrier and a pharmaceutical^ or 
cosmetically acceptable adjuvant and at least one active ingredient selected from 
formula D3. 

For claim 93, Tobin teaches a pharmaceutical composition of lupanine 
(expanded species) further comprising a copolymer (a carrier) (see column 2, 
lines 50-61 and entire description). Tobin further teaches the use of water (an 
adjuvant according to the definition of adjuvant on page 16 of the specification) 
as a solvent (see Example II on column 8). 
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Claim Rejections - 35 USC § 103 (new Rejection not necessitated by 
Amendment) 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
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later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 93, 105, 108 and 111 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Tobin et. al. (US 3,121 ,043) in view of Oettel et. al. (US 
2002/0065260). 

Claim 93, 105, 108 and 1 1 1 recite a pharmaceutical or cosmetic 
composition comprising at least one of a pharmaceutically acceptable carrier and 
a pharmaceutically or cosmetically acceptable adjuvant and at least one active 
ingredient selected from formula D3. 

For claims 93, 105, 108, and 111 Tobin teaches a pharmaceutical 
composition of lupanine (expanded species) further comprising a copolymer (a 
carrier) (see column 2, lines 50-61 and entire description). 

Tobin does not teach a pharmaceutically or cosmetically acceptable 
adjuvant. However, Oettel teaches that adjuvants are common use in the 
pharmaceutical industry (see paragraph [0043], lines 10 and 11). 

At the time of the invention, it would have been prima facie obvious for the 
skilled artisan to have a pharmaceutical composition of lupanine and a 
pharmaceutically acceptable carrier as taught by Tobin and further add an 
adjuvant as taught by Oettel, with the motivation of obtaining a better formulation 
of lupanine, thus resulting in the practice of claims 93, 1 05, 1 08 and 1 1 1 with a 
reasonable expectation of success. 
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The statement in claim 93: "a pharmaceutical or cosmetic" is considered 
an intended use and does not add any new limitation to the claim. Catalina Mktg. 
Int'l, Inc. V. Coolsavings.com, Inc., 289 F.3d 801, 808, 62 USPQ2d 1781, 1785 
(fed. Cir. 2002). "The recitation of a new intended use for an old product does 
not make a claim to that old product patentable." In re Schreiber, 44 USPQ2d 
1429 (Fed. Cir. 1997). 

Claim Rejections - 35 USC § 103 (new Rejection necessitated by 
Amendment) 

Claim 106 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tobin et. al. (US 3,121,043) in view of Oettel et. al. (US 2002/0065260) as 
applied to claims 93, 1 05, 1 08 and 1 1 1 above, and further in view of Ding et. al. 
(US 6,120,536). 

Claim 106 further limits claim 93, wherein the composition is comprised in 
a coating of a stent. 

Tobin and Oettel teach all the limitations of claim 106, except for the 
composition being comprised in a coating of a stent. However, Ding teaches that 
coating stents with pharmaceutical agents is common practice in the 
pharmaceutical industry (see column 1, last paragraph and column 2, first and 
second paragraphs). 

At the time of the invention, it would have been prima facie obvious for the 
skilled artisan to have the pharmaceutical composition of claim 93 comprised in a 
coating of a stent as taught by Ding, with the motivation of having a better 
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delivery of the active ingredient (lupanine), Thus resulting in the practice of claim 
106 with a reasonable expectation of success. 

Claims 107 and 109 are rejected under 35 U.S.C. 103(a) as being 
unpatentable overTobin et. al. (US 3,121,043) in view of Oettel et. al. (US 
2002/0065260) as applied to claim 93 above, and further in view of 
Papathanassiu (US 6,528,489). 

Claim 107 further limits claim 93, wherein the composition is suitable for 
topical administration. 

Tobin and Oettel teach all the limitations of claim 107, except for being 
suitable for topical administration. However, Papathanassiu teaches that topical 
administration of active ingredients are common practice in the pharmaceutical 
industry (see column 5, second paragraph). 

At the time of the invention, it would have been prima facie obvious for the 
skilled artisan to have the pharmaceutical composition of claim 93 suitable for 
topical administration as taught by Papathanassiu, with the motivation of having 
a better form of administration, thus resulting in the practice of claim 107 with a 
reasonable expectation of success. 

Claim 109 further limits claim 93, wherein the composition is present as a 
cream an ointment, a paste, and a gel. 

Tobin and Oettel teach all the limitations of claim 109, except for the 
composition being a cream, an ointment, a paste or a gel. However, 



Application/Control Number: 10/575,883 
Art Unit: 1612 

Papathanassiu teaches that creams, ointments, pastes and gels are common 
formulations of active ingredients in the pharmaceutical industry (see column 5, 
second paragraph). 

At the time of the invention, it would have been prima facie obvious for the 
skilled artisan to have the pharmaceutical composition of claim 93 in a form of a 
cream, ointment, past or gel as taught by Papathanassiu, with the motivation of 
having a better formulation for the active ingredient, thus resulting in the practice 
of claim 109 with a reasonable expectation of success.. 

Claim 110 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tobin et. al. (US 3,121 ,043) in view of Oettel et. al. (US 2002/0065260) as 
applied to claim 93 above, and further in view of Lintner (US 6,620,419). 

Claim 110 further limits claim 93, wherein the composition is present in 
combination with at least one of a depot matrix, a hydrocolloid dressing, a 
plaster, a micro-sponge and a prepolymer. 

Tobin and Oettel teach all the limitations of claim 110, except for being 
present in combination with at least one of a depot matrix, a hydrocolloid 
dressing, a plaster, a micro-sponge and a prepolymer. However, Lintner teaches 
that micro-sponges are common use in the pharmaceutical industry (see column 
6, line 44). 

At the time of the invention, it would have been prima facie obvious for the 
skilled artisan to have the pharmaceutical composition of claim 93 present in a 
micro-sponge as taught by Lintner, with the motivation of better delivering the 
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active ingredient, thus resulting in the practice of claim 1 10 with a reasonable 
expectation of success. 

Double Patenting (Maintained Rejections) 

1) Claims 93-94, 96-97, 99 and 105-1 1 1 stand provisionally rejected on 
the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 78-79 of copending Application No. 10/575,878 for the 
same reasons that now cancelled claims 77-78 were rejected in the previous 
office action. 

The reasons for this rejection have been provided in the previous office 
action dated August 29, 2008, the text of which is incorporated by reference 
herein. 

Applicant's arguments have been fully considered but are not persuasive. 

This rejection is maintained since applicant has (effectively) not responded 
to the rejection in a substantive manner. See 37 CFR § 1 .1 1 1 (b) and MPEP § 
714.02. 

2) Claims 93-94, 96-97, 99 and 105-1 1 1 stand provisionally rejected on 
the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 77-78 of copending Application No. 10/575,882 for the 
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same reasons that now cancelled claims 77-78 were rejected in the previous 
office action. 

The reasons for this rejection have been provided in the previous office 
action dated August 29, 2008, the text of which is incorporated by reference 
herein. 

Applicant's arguments have been fully considered but are not persuasive. 

This rejection is maintained since applicant has (effectively) not responded 
to the rejection in a substantive manner. See 37 CFR § 1 .1 1 1 (b) and MPEP § 
714.02. 

Withdrawn Rejections and/or Objections 
Claims rejected under 35 USC 112, first paragraph (written 
description). 

Due to applicant's cancellation of claims 77-78 and addition of new claims 
93-94, 96-97, 99 and 1 05-1 1 1 , the written description rejection is now moot. 

Rejection under 35 USC 112, first paragraph (written description) is 
withdrawn. 



Claims rejected under 35 USC 103(a). 
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Applicant's arguments have been fully considered and they are 
persuasive. 

Rejection under 35 USC 103(a) is withdrawn. However, a new rejection 
under 35 USC 103, fnot necessitated by amendment (see above) was applied. 

Conclusion 

No claims are allowed. 

Correspondence 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to MARCOS SZNAIDMAN whose telephone 
number is (571 )270-3498. The examiner can normally be reached on Monday 
through Thursday 8 AM to 6 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Frederick F. Krass can be reached on 571 272-0580. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 



Application/Control Number: 10/575,883 Page 13 

Art Unit: 1612 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/MARCOS SZNAIDMAN/ 
Examiner, Art Unit 1612 
February 10, 2009 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



